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The early stages of biotechnology product development are most vulnerable to
perturbations in the capital markets. At these early stages a patented idea can and must
generate the interest of investors, entrepreneurs, and corporate partners. Among other
factors, investors in the biotechnology sector look to a robust patent portfolio before
funding the development of a particular technology. Piece-meal patent protection on
risky biotechnology inventions such as that likely to result from implementation of the
PTO’s proposed rules will discourage investors from investing in such inventions.
Without capital investment, biotechnology R&D will lessen and promising technologies
will not be developed. The certainty that comes from knowing an invention discovered
10-15 years prior to coming to market can be protected provides the incentive for
investors to fund high risk biotechnology products. And the strength and scope of
biotechnology patents provides investors the assurance that their investments may some
day be recouped.

Because of intense competition for capital investments, biotechnology companies such as
Medarex are pressured to file patent applications early and often to protect both the initial
concepts of their discoveries and additional supported practical embodiments. Many of
these companies begin as spin-offs from initial discoveries made within an academic
setting. The early years of new biotechnology companies are unstable and uncertain.
Attracting investors to these high-risk ventures is difficult. However, investors are
continually drawn to such companies because of the potential for high returns realized
upon the discovery, development and successful marketing and/or licensing of an
effective treatment or valuable product. This competitive pressure drives smaller
biotechnology companies to file patent applications on inventions early in the
development stage so that they may obtain that first patent to generate investor interest
and to meet milestone markers established by investors. Consequently, biotechnology
companies file patent applications years before a product or technology has been fully
developed or commercialized. During this time, they may agree to initial narrow patents
and continue to perform “proof of concept” experiments to further support their initial
discovery. With the initial patent in hand, patent owners can point to other pending
applications (continuations) which are broader and more comprehensive to secure further
investor interest. While, biotechnology patent applicants expect broader claim coverage
without additional information, they may not expend the resources to obtain a broader
claim unless the area becomes an area of commercial focus.

As an example, while Medarex may have contemplated and claimed a product for human
use and a method of treatment in humans, we may not have human clinical data at the
time of filing. In general, we file patent applications based on promising animal and/or in
vitro data. It is not uncommon for biotechnology arts patent applicants in general, and
applicants claiming compositions and methods for treating humans in particular, to have
to submit additional empirical evidence during prosecution. The PTO generally requires
correlative if not corroborative evidence for patent claims to human use. Sometimes this
evidence can only come in the form of clinical data which can take years to obtain. The
time required to conduct such experiments often requires applicants to file continuation
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1. One contributor to the Office’s workload is the Office’s current restriction
practice. All too often the Office restricts a single discovery into multiple
groups each requiring a separate filing. At times, it may be necessary for a
biotechnology applicant to file 20 or more patent applications in order to fully
protect his/her invention. The current problems with the present Office
Restriction practice include the extreme complexity and demonstrated
difficulty of the Office to apply consistent standards. In this regard the Office
has not yet concluded its study on the practicality of a Unity of Invention
Practice and Restriction Practice. Medarex urges the Office to consider the
comments submitted by BIO September 14, 2005.

B. Changes in the Office examiner production system and after final practice’®

1. The need for patent applicants to file continuation applications often arises
because the present Office examiner production system discourages a
dialogue between examiner and applicant. Such dialogue is necessary to
efficiently resolve issues after the first office action. All too often the second
action is made final without thorough consideration of applicant’s arguments.
Moreover, once the application is finally rejected there is little hope the Office
will consider “after final” communications because the Office does not allot
time or credit for such communications. The patent applicant is then “forced”
by the circumstances to file a continuation in order to further advance
prosecution. The result is inefficient examination and unnecessary expense by
both the applicant and the Office.

ii. Medarex believes that a reevaluation of examiners’ goals to provide more
time for the initial examination and a graduated credit system where
appropriate will ensure higher quality search and examination. A graduated
credit system that takes into consideration time spent on subsequent Office
Actions or “rework applications” such as continuations, RCEs and
Continuations-in-Part (CIPs), will provide the appropriate incentive for the
patent examiner to perform a proper and thorough examination in the first
Office Action. It will also likely reduce “forced” continuations through the
denial of amendments after final action. Medarex believes that a graduated
credit system in conjunction with additional time per balanced disposal for
consideration of amendments, evidence or prior art identified from another
patent office, and after final amendments would go a long way to reducing
continuation filings and lessening the backlog of applications.

C. Elimination of continuing application credits'’
i. Examiners should be given disposal credits only for a first action on the merits
of an initial application and for the grant of a patent — or the final
abandonment of an application that does not have a daughter continuing

' Substantially as discussed in BIO’s Comments
' Prof. Wegner, page 12-13, Section D, copied (though reformatted) in its entirety.
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application, and no credits should be given for requests for continued

examination.

11. Today, the default is for an Examiner to create additional filings and thereby
generate additional disposals. Flipping the equation by limiting disposal
credits to exclude refilings would focus the Examiner’s attention on resolving
all prosecutions at the earliest date without any refiling.

iii. The problem is particularly severe in the high biotechnology area where the
disposal pressures on examiners are totally unrealistic and are met only by
coercion of refilings. This occurs in several ways:

a. First, some examiners write inordinately long and complex formal
rejections, often without a full search or full consideration of the prior art.
By the creation of complex formal issues, it is not possible to satisfactorily
conclude proceedings without at least one continuing application being
filed.

b. Second, many examiners will readily allow narrow claims but will
stubbornly deny generic coverage without an appeal. This has led to the
routine scenario of a narrow allowance followed by the above-described
“Vogel trailer”'® where the broad claims will eventually be granted, if not
promptly, then by an appeal.

c. Third, legally ridiculous restriction requirements are made (by a minority
of examiners) that have the effect of multiplying the number of
applications. If there is no credit given for further continuing applications
based upon restriction requirements, then the default will shift to properly
examining patent applications in the first instance. A great many of the
restriction requirements are inconsistent with the Patent Cooperation
Treaty (PCT). There is certainly to be expected a challenge at some point
in time against restriction practice in contravention of the PCT. The first
court challenge occurred twenty years ago, based upon the fact that the
rules of that day were inconsistent with the treaty. Caterpillar Tractor Co.
v. Commissioner of Patents and Trademarks, 650 F.Supp. 218 (E.D.Va.
1986). Some of the interpretations of the statute and the rules have been
inconsistent with American treaty obligations, which runs contrary to
Charming Betsy: As pointed out by Judge Dyk, “[i]n cases of ambiguity,
we interpret a statute [that implements a treaty] as being consistent with
international obligations.” In re Rath, 402 F.3d 1207, 1211 (Fed. Cir.
2005)(Dyk, J.)(citing Murray v. The Schooner Charming Betsy, 6 U.S. (2
Cranch) 64, 118 (1804); Allegheny Ludlum Corp. v. United States, 367
F.3d 1339, 1348 (Fed.Cir.2004); Luigi Bormioli Corp. v. United States,
304 F.3d 1362, 1368 (Fed.Cir.2002)).

iv. According to a reliable report concerning a 2005 meeting of the patent
community with leaders of Technology Centers 1600, 1700 and 2800 in

'® A “Vogel trailer” as described by Prof. Wegner is a continuing patent application filed just before
issuance of a parent application that often remains pending for many years, filed in order to permit the
creation of new claims without constraints imposed by the two year bar on broadening.
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connection with nanotechnology, the problem of gross violations of
procedural rules on patent restriction by examiners was presented. It was
flatly stated there is a considerable amount of restriction requirements or
rejections of generic claims that is simply contrary to the procedures and the
law, yet such gross misconduct continues today, Since the performance
awards of both the line examiners and their immediate superiors are in part
measured by production, these production-focused shortcuts by line examiners
are being policed by middle management of the Office that has its
performance measured — and bonuses awarded — to a great extent based upon
production that includes the fruits of such gross misconduct.

IV. The Office’s authority to make the proposed changes is questionable

A. A rules-based solution clearly violates the law'’

i.

il

1il.

There is a holding on all fours in In re Henriksen, 399 F.2d 253 (CCPA 1968),
that there is no statutory limitation to the time or filing of unlimited numbers
of continuing applications.

It is up to Congress to make any change in the present statutory provision.
Insofar as the Congress that enacted the 1952 Patent Act, it is utterly wrong to
attribute a negative view toward continued filings. Indeed, Congress
abandoned “[t]he preliminary draft of section 120 [which] stated: ‘The term of
the patent granted on said later application shall not extend beyond the date of
expiration of the patent if any, which may be granted on the earlier
application.”” In re Bauman, 683 F.2d 405, 410 n.12 (1982) (quoting In re
Henriksen, 399 F.2d 253, 257 n.10 (1968)).

In the Hogan case, the court acknowledged policy concerns with a prolonged
pendency, “but a limit upon continuing applications is a matter of policy for
the Congress, not for us.” In re Hogan, 559 F.2d 595, 604 n.13 (1977) (citing
Henriksen, 399 F.2d at 262).

B. The Office does not have authority to implement the proposed rules.

1.

In particular, as drafted, the rules limiting continuation applications are
inconsistent with statute (35 USC § 120) and case law (In re Henriksen,
CCPA 1968). There are concerns about the limit placed on voluntary
divisional applications possibly violating U.S. obligations under the Paris
Convention Article 4G2, as well as the limitation of examination of only 10
claims violating U.S. obligations under the World Trade Organization TRIPS
agreement, as it pertains to the Patent Cooperation Treaty (PCT), and as
applied to international or national stage applications.

Y. Other, alternative, changes to Office practice which may also obviate the

asserted “problems”

% Adapted from Prof. Wegner’s Comments, page 8-9
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From Ted Apple’s suggestions (see his Comment for details)’:

1. Adopt optional Unity of Invention practice

ii. Prior to beginning examination of an application, ask the applicant to confirm
intent to maintain the application

iil. Require the applicant to advance prosecution (in abusive cases)

iv. Change the format of claim amendments

v. Evaluate the effect of examiner's incentives on prosecution

vi. Implement or expand quality control procedures

vii. Optional expedited examination

viii. ... The more important point is that the solution to the problem of
application back-log, or the perceived problem of increasing numbers of
RCEs filed, lies in improving the examination system, not on introducing
rules that will deny applicants, particularly in the biotechnology arts,
legitimate patent protection.

From the BIO Comments:
1. Improve cooperation with other patent offices to reduce “double work”
ii. Flexible examination: deferred/accelerated examination’'
a. At the request of either applicant or third party, with preference given to
accelerated examination in case of conflict

VI. Specific comments regarding the proposed Changes to Practice for the
Examination of Claims in Patent Applications

A.

B.

VIL

Medarex respectfully submits that the Comments submitted by the AIPLA*
substantially set forth its objections to the proposed rules changes.

In addition, Medarex urges that the same objections cited above with regard to the
frustration of purpose and waste of both applicants’ and the Office’s resources
due to improper restriction practice be considered in considering the limitations
on the number of claims examined.

In particular, Medarex urges that adoption of Unity of Invention standards and
multiply dependent claims be considered to expedite and enhance efficient and
compact prosecution.

Conclusions

Medarex respectfully submits that the proposed rules changes are an
inappropriate mechanism for correction of a problem which has not been

2 Ted Apple Comments, page 11-13

2! See complete discussion in BIO’s Comments

*2 Submission by the American Intellectual Property Law Association, dated April 24, 2006, commenting
on Proposed Rules on Examination of Claims (71 Fed. Reg. 61 (January 3, 2006)
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adequately demonstrated, with potentially disastrous consequences, both
foreseeable and not yet appreciated, and should be withdrawn.

B. Medarex further submits that the proposed rules changes are in
contravention of applicants’ property rights under the Constitution, the
Patent Statutes (notably 35 U.S.C. § 120), possibly also in contravention of
the Administrative Procedures Act (5 U.S.C. Section V), as well as long-
standing and well-settled case law (e.g., In re Henriksen), and that the Office
is acting ultra vires in amending patent practices which can only properly be
changed by an Act of Congress.

C. While Medarex appreciates that the Office perceives that problems exist that
need to be addressed by drastic measures, Medarex nevertheless strongly
urges that the Office look to addressing their own internal issues that are
contributing to a larger extent to these problems, and “clean their own
house” before they attempt to implement changes to patent practice that
could have devastating impacts on the ability of companies in the United
States, in particular to U.S. biotechnology companies, as well as innovators
throughout the world, to obtain meaningful patent protection and thus their
ability to attract investment capital, and to disturb the settled expectations of
world investment markets.

Sincerely,

4

MEDAREX, INC.

Diana Hamlet-Cox, Ph.D., J.D.

Vice President and Chief Patent Counsel
USPTO Reg. No. 33,302

/dhc



